
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

National Institutes of Health 
Bethesda, Maryland 20892 

The Honorable Joe Barton 
House of Representatives 
Washington, DC 205 15 

Dear Mr. Barton: 

This is in response to your March 19 letter i n  which you express concern about effectivc oversiglit of 
potential conflicts of interest in grants awarded with funds appropriated to the National Institutes of 
Health (NLIH) under the American Recovery and Reinvestment Act of 2009 (AKRA). The NE1 is 
grateful to the President and Congress for recognizing the role of research in stimulating the economy, 
and in particular, for providing $8.2 billion in extramural funding that will facilitate the NTH’s efforts 
to advance biological science and create public health benefits. The NIH is currently developing its 
plan for spending these funds and is committed to obligating these funds quickly, as directed by 
Congress. AKKA funds will be spent consistent with current legal and regulatory requirements 
governing NIfI funding, including existing financial conflict of intercst (FCOI) rules. 

As you know, however, the NU-I has been reviewing current requirements governing FCOI in 
extramural research and is developing ways of- enhancing its oversight of such conflicts. I share your 
view that it is vital to maintain objecti\ity in research. We believe rigorous oversight must apply to all 
NIH-hnded research, whether related to ARRA or other sources of support. ’f ie introduction of bias 
in the conduct of NIH-supported research will not be tolerated. In fact, the N W  has suspended one 
grant at an institution because i t  did not comply with the regulatory requirements of 42 CFR Part 50 
Subpart I;, Responsibility of Applicants for Promoting Objectikity in Research for which PMS Funding 
is Sought (Financial Conflict of Interest regulation) and imposed institution-wide special reporting 
requirements to address weaknesses in the institution’s administrative process to identify and manage, 
reduce or eliminate conflicting interests at the institution. The NIH does not take such actions lightly 
and will not hesitate to take similar enforcement actions when warranted. The NtH is confident that its 
enhanced oversight initiatives together with the pending ANPRM, as discussed in the enclosure, will 
provide the framework for a vigorous system of compliance oversight. 

I hope this information is helpful to you. If you need any additional information, please contact Marc 
Smolonsky, NII-I Associate Director for Legislative Policy and Analysis, at (301) 496-3471. 1 am also 
sending this response to Representative Walden. 

Sincerely yours, 

Enclosure 



Enclosure to NIH Response to hlarch 19, 2000, 
Ixttcr from Reprt.scntati\~es Rarton arid \l’aldeii 

’l‘lic I’cticral Contlict of’ Interest (FCOI) regulatiori promotes objectivity in research by 
establishing standards to protect research fundctl by Public Health Ser-\,ice (1”s) grants 
or cooperatii.e agreements against bias by conflicting financial interests of the involved 
Investigators. The FC‘OI regulation applies to eitch Institution that  applies fo r  PHS grants 
o r  coopcrati\’c agTeements fix research and  to  each Investigator participating in such 
rcsearcli (Sinal1 Business Innovation Research Progruni Phase I applications are exempt). 
Therefore, the FCOI regulation is applicable to grants rind cooperativc agreements 
awarded bq‘  tlic NI H \vi th funds received under the American Recovery Rei n\.estincnt 
Act. 

Over the last year, the N I H  has conducted a cortiprchensi\~e rcvicw of its system of 
oversight of grantee institution compliance to ensure that i t  is both vigorous and effective. 
Vie NIH also carefully coiisidcred the recommendations contained in ;I January 2008 
Office of Inspector (kncral. Department of I-lcaltli and I luman Stmsices, report titlcd, 
“National Institutes of Health: C‘onfict o f  Interest in Extramural Research.” As a result 
of this intensive effort, the NIH identified se\.et-al ;ireas requiring cnhanceinent ancl has 
implemcntcd a number o f  actions. The folln\\.ing is a list of the N 1”s most recent 
activities with respect to  coriipliance oversight: 

Developed a n  electronic FCOI Iiepoi-ting Module as for grantee institutions to  
manage and report FCOls to the NIH. This Module interfaces \cith the IVeb- 
based reporting tool alrcady in use by NII1 staff’ and will pro\:itic ;I f i i l l  spectrum 
oftracking a i d  oversight capabilities. ’l’he full iinplcmentation ofthis sJxtem \vi11 
result in a more accurate and efficient iiic:cns to manage institutional FCOI 
reports. As i1 result of succcsshl pilot phase. the NII l  plans to require its 
grantecs to usc the Module for FC‘OI reporting effective Ju ly  I ,  2009. 
Developed a11 FCOI review protocol fix usc by NIH staff in  cvitluttti1ig 
institutional €CUI reports and conducted mandatory N 11-1-wide training fcw 
extramural program and grants inanagemcnt staff on the use of the protocol and 
other FCOl issues (2008). 
Updated and expanded online Frequently Asked Questions on FCOl as a resource 
for extramural recipients (2008). 
Developed an FCOI on-line tutorial for grantee institutions and investigators that 
emphasizcs r cgh to ry  requirements and institutional and investigator 
responsibilities (2008). 
Conducted iiri in-depth rclriew of mm-e than 20 cases of alleged FC‘OI invol\.ing 
extrarnural grantees during the last year and as new allegations arise (ongoing). 
Continue to evaluate and analyze grantee institutions’ FCOl policies and 
practices--over SO such evaluations Iia\.e been completed (oiigoiiig initiati\.e) . 
Fonned an FCOI Liaison goup consisting of representatives from each of the 
8111 Institutes antlior Centers (IC) to discuss FC‘OI issucs and guide FCOl 



acti\:itics in  their respective ICs. with assistance from the N 111 Office of 
Extrmural Research (OER) (2008). 
Devclopcd and includcd 11cw language for thc NIH’s “Notice of’A\\x-d’’ tcmplatc 
that high I i gh t s FC 0 I r eq 11 irciii cii t s ( 2 008). 
D e \ ~ l o p e d  a Web-basetl reporting rind tracking tool fiir N I H  staff‘(2007). 
Dewloped ant! conducted a number o f  initiatives and sitc \-isits to evaluate 
institutional F(’0I policies for compliance with the Federal regulation. l‘hcse 
i n i  tia t ivcs include: 
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NIH Pilot Compliance f’rograrn on FCOI (2007) 
N I H  Targeted Site Reviews (2006). 

0 Following evaluation ot‘thc institutional FCOJ policies, the N I H  publicized 
oil-line “Lessons Learnecl” sunirnarics to encourage enhanced coiiipliance in  the 
grantee community. 
Issued a number of communications to rcrriind extramural grant recipients of their 
FCOI cornpliaiice responsibilities. These coiiimunications include: 

e 

CI 

(1) 

Articles (Nexus)  (2008 and 2006) 
N l l i  Guide Nutices (2007, 2004, 2003). 

0 Continuc to respoiid to grantee questions directed to the OER FC‘OI mailbox 
concerning coitipliance with the Federal regulation (ongoing sincc 2004). 
Continue to issue Web postings and resource docurnents (ongoing since 2002). 
Pro\%lc education and outreach activities airtied at raising awarencss of the issues 
surrounding FCOI at the institutional and investigator levels, e .g -  NIH Regional 
Seniinars ant1 presentations at professional organizations rind meetings (ongoing 
since 200 1 ). 

0 
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Tlic N1H ha5 tjevclopcd an Advanced Notice of’ Proposed Rulemaking ( A N P R M )  to gain 
public input on potential changes to the FCOI regulation. It is anticipated that tlic 
A N P R h l  \c 111 bc publislied soon for public comrnent The cornplcu ;md controvci sial 
Issue$ surrounding ITOI u arrmt a carefully considered. open dialoguc 1% i t h  ,111 citfccted 
p‘irties i n  order t o  facilit;ltc regulatory compliance and cffectiLe o\ ersight ’I’he ANI’RM 
IS organ17cd In to  the tollou ing S I X  areac 

1. 

2. 
3. 
4. 
5. 
6 .  

Expanding the scope of the regulation arid disclosure of interests (including 
questions addressing a new requirement for grantecs to provide details regarding 
the nature of financial conflicts of interest and how they are managed, reduced, or 
el i I ti i nat ed) . 
Detinition of “signi ficarit financial interest.” 
Id en t i fi ca t ion and Manag ern en t of Cod1 i ct s by Ins t i t u t i oris. 
Assuring Institutional (~’ompliance. 
Reqiiiring Institutions to  provide additional information to thc 1’1 1s. 
Institutional Conflict of Interest (institutional conflict of interest is an area of’ 
increasing conccrn that currently is not addressed by the I-cdcral regulations). 
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